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II^Claktfs^40-4 1 , 44-59, 6 l~7Cb an|^74, drawn to compounds of fonnv^a'(I), - . , 
^ w formula (XXD£)^r formula (XXX) wh^eSYiis a heterocyclyl other than those^afefp"'' • 

^ -Group I above, corresponaingwmpositioi^and method of use ' ms ^i^ 
HI. Claims 41, ,50^52, 58-64 and T 7i2-74, drawn to compounds of formulaJXXIX>or ~n 
- . formula (XXX) where Y is NR n R p 5 corresponding composition and method of use 



- In response to the'restriction requirement, Applicants elect Group I with traverse. _ 

Applicants respectfully submit the"Testrictionrequirement js improper for the following reasons. 

The present restriction requirement "appears to be an attempt by the Examiner, to define- v 

inventions within individual clairns. Applicants submit that it is clearly established that the ^ ~ 

USPTO-cannot require an applicant, under the^guise of §121, to divide ujvthe embodiments- of a* 

single Markush claim: Specifically, the "Court of Customs and Patent Appeals has clearly stated: 

As a general proposition, an applicant has a right to have each * 
claim examined on the merits. If an applicant submits a number of claims;* 
~ it may well be thafpursuant to a proper restriction requirement,' those ^ * " 

claims will be* dispersed to a number of applications. SucE" action wauld^ 
not affect the right of the applicant eventually to-have each-of the claims ^ jr* 
examined in thejform he considers to best define his invention. If, ~ ^ -3 . 
however, a single claim is required to be divided up and presented in - ^ 
" ~ ' - several applications, that claim would never be considered on its merits. 

The totality of the resulting fragmentary claims would not necessarily be 
1 the equivalent of the original claim. Further, since the subgenera would _ ^ . 

be defined by the examiner rather than by the applicant; it is no~t _ - 

inconceivable that a number of the fragments would not be described in - , 
_ " _ ~ ~- the specification. In fe Weber, 198JJSPQJ28, 33] (CCP'A 1978) * _ ~ 
— - - (emphasis in original-). _ ^ - 

_T~_ The Examiner's attention isfurther directed to MREP §803.02~where restriction practice 

with respect to Markush claims is discu^ed in-connection_with theHecisibn'in In re Weber. In— Z. 

particular, MPEP §803.02 states: . _ ^ - - ^ - m "—~-l± ^ 

<Tr ^ ~ Since the decisions in In reMeber. , . it is^improper for tfreloffice to««u 

«r r ^ refuse to examine thatwhich applicants regard as their in^enttori^unless* » ^ - 
the subject matterS a £laim lacks unity of invention. In re Harnish, 63 1 
_-F,2d 716, 206USPQ 300 (CCPA 1980); and Ex parte Hoziimi. 3<USPQ2d " 
" 1059 (Bd. Pat. App. & Int.„1984). Broadly, unity of invention exists 
where compounds included within a Markush group (1) share a common - « 
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^ * utility, and (2)-share'a 0 substantial structural feature^iselosed as being •«? 
~ — ^ - ess^tiaJ.to that utility. ~ ^^-^ 

In the presenfcase, the Examiner has alleged without substantiation that^reups I-HPare- 
- drawn to structurally dissimilar^ompoun'ds. They are made independently,and used 
independently:" (Office Action, page 2J^ Applicants respectfully submit tha^alLrof these * 

• statements are inaccurate.- First, all of tHfe compounds of the present invention are sodium — * 
Tjchannll modulators andthus share a'common utility. It is inappropriate, therefore, to assertj^e 

compounds are "used independently." • „ • _ 

_ • Second, Groups I and II, as defined by theExaminer, include compounds o£jHe. 

structures of formulas (I), (XXIX), and (XXX): - ~ ^-- n - ~ -~ r ' < 



-- kn <rS 



0).. 

Y-R 2 -X X-R 2 -Y 



Y-R 2 -X 





-{XXIX)- . ; (XXXL "V 

Thelwaly difference between Groups I and 11 -is whether a single,Tefminal- substituent Y, in these,, . 
7^ formulas, is a heterocycle having one nitrogen atom as the only ring heleroatqni orwhelKer it is a _ 
* " heterocycle of a differenTdescriptioa Similarly, Group ID includes compounds of formulas 

(XXIX) and (XXX).~Again, the distinguishing characteristic of Group Iltis-tt^definition of the 

^ substituent Y. The facftliat Groups I, H,jind III include the same basic structural formulas^ 

supports Applicants' position that the-compounds share a substantial stmcturaUfeature. Merely . 
_ indicating that choices of one substituent on the structural core are m'differentseareh - _ 
_ classifications^ riot sufficient to establish tfiSt-the compounds.are "structurally dissimilar." w 
- " Furthermore, contrary to the Examiner's statement that the compounds-are^made^^-i^ * 
independently", compounds in all three of the presently defined groups 1 can be. made by a similar 
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process. See, for one particular example, the discussion of the "synthesis, o£compounds;27- to 39 ^ 
on page 69, line 1 through page 71 , line 7 of the present specification. Compounds 2T3&39 
"include compounds^2-35 and~3ft in which Y is a heterocycle containing_one nitrogen ring atom. _ 
^ (corresponding to Groupl), compound 38lrf which Yis a mprpholino group (ebrresponding to ; . 
Group II), and compounds 273l , 36, and 57, in-which Y is a group o£3he-»form NR"R P 
(corresponding to'QroupTlI), all of -which follow the same synthetic^qheme except for tfie~r.: 
"° substitution of a single reagent. Applicants submit therefore, the gxaminer's characterization of ^ 
" . the.compounds as "structurally dissimilar", "made independently",, and tft used independently" is . 
inappropriate. ^ - ~ ' 

Accordingly, the Examiner has failed to demonstrate a lack of unity in the claims as . ^ 1 
originally presented. Thus, theVequirement that requires restriction within individuaLclaims is 
improper and should be withdrawn- - " sg; .v - r 

In addition, were the claims to be modified to conform to the present restriction 

requirement, it would mean redefining the invention in a manner conceived of not by the • ' Uv , 

~ inventors but by the Examiner. This course would lead to the- dilemma -foreseen in In re Weber _ 
- where the invention as defined by the-Examiner is not necessarily described in the specification.. 
* Clearly forming sub-genuses of compounds based on USPTO.search classification- schemes of - .... 
certain substituents, does not necessarily correspond to the subgenuses determined by the . 
inventors from their research. -^A restriction practice in whiclrthe genus ofxompounds that is-- 
" ... allowed to be claimed is defined^ex-post facto by the Examiner jeav^s the Applicant incapable g>f_ re- 
drafting a specification with proper-antecedent basis forthe claims that ultimatelyiesult ftqnrthp — . 

^ examination process. ~ - _ ^ , ^ 

' _ Applicants are further required under 35 U.S.C. §121 to elect a single.disclqsec^species. 
Applicants travereejthe election of species requirement. Hojwever, to comply with4he ^ 
^requirement, Applicants elect compound 1, -which is depicted in Table Lon*page^5 of the-* ~ ~ 
specification and the syntheses of which is described irrExample 1 page-62, lines:8:to-28.^Glaims 
^ 40, 42, 43, 46-53, 55 : 58/63, 64, 67, and 69-74 read on the elected compound. >- ' " 

. ^In making the election of sge'eies requirement, the Examiner states "Claims are generic to ^ 
a plurality of disclosed patentably distinct species comprising the species disclosed in*thc*" * • 
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*** examples." (OffiBe Action, page,3) In this statement, the Examinerappeaf^to be defining each^ ^ 
^ ***** - — - - <^=^ _ * "P^- 

disclosed compound*as ^separate species. -Ifis unreasonable for the*feamin&r to suggest that no^ ^ 

-—-^jmore than a singl^compound can Jxe examined wiQ?out-creating.a serious burden on tteP^3u ^ 

'"*" . Examiner.-Given the structural similarity^among-tHe'compounds depicted in Table!, pages 5-34, ~ * 

^ the synthesis of which is described inctbe examples, one can easily envision how- a search could 

be directed to multiple compounds at the same time. Accordingly, the present * election of species* " ~ 

**^* - - ^ - 1 «-~ """" 

requirement is improper and should be withdrawn. ~ - - ~v ,. ~. 



Should there be any issues that can be resolvedby telephone, the Examiner-is invited to 
telephone the undersigned Agent for Applicants at (650.) 808-3764. \ « *' 

* - - Respectfully submitted, - 



Date: 

Thera vance, Inc. 
_ ~ Attn: Legal Dept. 

901 Gateway Boulevard 

South San Francisco, CA 94080- - ~ 

Tel: (650) 808^6000 ~, % - 

: . Fax: (610)808-6078 * 




Roberta P. Saxon, Ph. D., Reg. No. 43,087 
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